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Claim Rejections - 35 USC §103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 1, 2, 4-7, 25, 26, and 33-36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Jendersee et al (US 5,836,965), hereinafter referred to as Jendersee in view 
Helfrich (US 5,308,338) and Scanlon et al (US 2,845,346), hereinafter referred to as Scanlon for 
reasons set forth in the previous office action. 

With respect to claim 33, how the support surface of the member (i.e., cuff or retaining) 
member is made or formed to effect a porous first member to have enhanced capillary 
permeation goes to a method of manufacture and would not add any patentable weight to the 
apparatus. 

With respect to claim 34, the cuff or retaining member can be formed or shaped to 
provide a tapered or conical shape as evidenced by Jendersee (col. 7, lines 44-45). 

With respect to claim 35, while the cuff or retaining member can be formed within a 
balloon support surface (36), the cuff or retaining member can also be placed over the balloon 
support surface (36) with an inner lumen type support (34). In the event that it is not desired for 
the stent to contact inner lumen type support (34) directly, the stent can be provided in direct 
contact with outer surface of the balloon support (36). In such an instance, the third member 
would be defined as lumen type support (34). Also, it would have been obvious to one of 
ordinary skill in the art to make the third member of an appropriate size (i.e., smaller or larger) 
relative to the size of the stent in order to respectively, provide for minimal-contact type 
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processing of the stent OR to provide for maximum- contact type processing of the stent such as 
expansion/stretching thereof. 

With respect to claim 36, the tapered design of the cuff or retaining member would 
provide for a cone having a narrowed portion and widened portion wherein the support (36) or 
support (34) would extend therebetween. The present claim language would not exclude the 
apparatus as set forth by the combination above to Jendersee, Helfrich, and Scanlon. 

Claims 27-32 are rejected under 35 U.S.C. 103(a) as being unpatentable over Jendersee et 
al (US 5,836,965) in view Helfrich (US 5,308,338) for reasons set forth in the previous office 
action. 

The apparatus as defined by the combination above would allow for placement of the first 
and second members (i.e., collar or cuff or retainer) as well as the stent on the surface of the 
balloon catheter (36) when the first and second members are placed over the balloon support 
surface (36; see col. 7, lines 46-52) prior to all being fixed/adhered to the support surface (36). 

Claim 37 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jendersee et al 
(US 5,836,965), Helfrich (US 5,308,338), and Scanlon et al (US 2,845,346) as applied to claim 
1, above and further in view of Corvi (US 5,879,499). 

The teachings of Jendersee, Helfrich, and Scanlon have been mentioned above but none 
teach or suggest the first member (i.e., collar or cuff or retainer) being connected to a motor to 
rotate the first member. However, it was known in the medical or catheter art, at the time the 
invention was made, to provide inflation or deflation of a balloon catheter via the use of a collar 
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or cuff connected to a motor to translate or rotate the collar or cuff relate to the surface of the 
balloon catheter as evidenced by Corvi (col. 12, lines 59-63 and col. 19, lines 1-19). In light of 
the teachings of Corvi and the fact that the apparatus as defined by the combination establishes 
placement of collar or cuffs on the surface of a balloon catheter to retain a stent in place thereon, 
one of ordinary skill in the art would readily appreciate connection of a motor to at least one of 
the collars/cuffs/retaining members to provide for hands-free placement of the at least one 
collar/cuff/retaining member on the surface of the catheter as well as for an alternative means 
facilitating inflation/deflation of the balloon catheter. 



Response to Arguments 

Applicants' arguments filed 3/28/08 have been fully considered but they are not 
persuasive. 

Applicants contend that a prima facie case of obviousness has not been established by the 
teachings of Jendersee, Helfrich, and Scanlon and if anything, the combination is unpredictable. 
This argument is not deemed persuasive because Applicants' instantly claimed invention only 
requires structure including two members with only one of the members having a pore surface, 
said pore surface being of the closed pore type and the other one of members having a stent 
support surface facing the first member (see claim 1). Jendersee establishes two facing members 
or cuffs or retainers (54) which can be placed along a surface of a tubular support member (36) 
that can support a stent. The secondary reference to Helfrich establishes in the medical art, the 
conventional wisdom in the variety of types of material used to make the cuffs or retainers from 
polymers to sintered metal and ceramics (col. 4, lines 31-39). Scanlon establishes from the 
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sintered metal composite art, the conventional wisdom of sintered metal bodies being made or 
formed in a closed pore system. In view of the teachings of Jendersee, Helfrich, and Scanlon, it 
would have been within the purview of one skilled in the art to provide the cuffs/retainers of 
Jendersee to be made of porous or even non-porous material to the extent of a closed pore 
construction to retain the stent ([stem] "typo") on the catheter. Thus, it would have been obvious 
or as Applicants recite, predictable to make the Jendersee cuffs or retainers from materials (i.e., 
polymers to ceramics to sintered metal) known and used to make cuffs or retainers for catheters. 

Applicants contend that there is no indication in Helfrich that the porous cuffs 7, 8 (FIG. 
1), 32, 33 (FIG. 6) would be appropriate for retaining a stent [stem] on Jendersee's stent [stem] 
delivery catheter because unlike the Jendersee catheter, the Helfrich catheter does not carry a 
stent [stem]. The intended use of the Helfrich catheter and/or cuffs is irrelevant because the 
Helfrich cuffs are known and used in the medical art, in the catheter art, and can be used in the 
human body. 

Applicants contend that the porous cuff material in Helfrich is illustrated as being very 
rough (see 32, 33 in FIG. 6 reproduced below), so a person reading Helfrich would not think of 
using the rough cuffs to create a smooth transition in the Jendersee device (FIG. 7 reproduced 
above). This argument is not deemed persuasive because the texture of the cuff or the first and 
second members, is not claimed and therefore, the texture of the cuff being smooth, jagged, 
rough, etc. is not required to be taught by the prior art. 

The cited references as argued by Applicants provide no teaching, no suggestion, and no 
motivation to make the retainer 54 of Jendersee out of a porous material and, in fact, specifically 
teaches away from the combination such that the examiner's suggested modification of the 
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Jendersee device is contrary to what any person of ordinary skill in the art would do. This 
argument is unconvincing because Jendersee establishes that conventional retainers be made 
from any implantable material (col. 7, lines 34-54) but only explicitly suggests metal or even 
polymers. While all of the possible implantable materials are not disclosed in Jendersee, it 
would be merely common sense to make the cuffs or retainers from implantable materials known 
and used to make cuffs or retainers in the medical art. Helfrich sets forth more materials to make 
the cuffs or retainers which are more implantable materials, from polymers to ceramics and even 
sintered metals. Helfrich does not state the porosity of the materials but Scanlon does establish 
as a material patent, that sintered metal can be made to be of a closed pore system (col. 1, lines 
15-23. Thus, one of ordinary skill in the art would have been motivated to make the Jendersee 
cuffs or retainers from known materials like sintered metal even sintered metal of a closed pore 
construction to facilitate support of the stent on the catheter during processing whether such 
processing would include treatment of the stent with medicine or a therapeutic agent to 
placement of the stent within the body. There is no reason for not making the cuffs from various 
materials because all of the materials set forth are implantable or useable in the body so there is 
nothing to teach away from using various known and used materials to make the cuffs or 
retainers. 

In Jendersee, Applicants contend that making the retainers 54 porous would serve no 
particular purpose related to retention of the stent. This argument is moot in that it does not 
change the logic for making cuffs from different yet known and used materials from polymers to 
sintered metal as established by the cited prior art to Jendersee, Helfrich, and Scanlon. One of 
ordinary skill in the art would readily appreciate making the cuffs from material that enables the 
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cuffs to retain their original function to retain the stent in place on the surface of the balloon 
catheter. 

Applicants contend that the obviousness rejection under Jendersee, Helfrich, and Scanlon 
should be withdrawn because without support from the cited references, predictability or 
articulated reasoning for the examiner's conclusion that a porous material is suitable for 
Jendersee's retainers 54 is insufficient as a mater of law. See KSR v. Teleflex. This argument is 
not deemed persuasive in light of the responses to arguments above and in light of the fact that 
use of a known and suitable material (i.e., sintered metal) to make the cuffs or retainers for 
supporting the stent even if the material (i.e., sintered metal) results in a porous or even a non- 
porous material is within the purview of one skilled in the art. 

Applicants contend that the obviousness rejection under Jendersee and Helfrich of claims 
27-32 should be withdrawn because of the Examiner's admission (i.e., Jendersee is silent 
concerning the cuff(s) or retaining member(s) having a porous layer,. . .) but more so that tissue 
growth is undesirable for the Jendersee device and Jendersee does not indicate that absorption or 
retention of fluid is desirable for the Jendersee stent delivery catheter without sufficient rational 
for such an underpinning. All of Applicants arguments are well taken, in that Jendersee does not 
provide a listing of materials from which to make the cuffs or even the porosity of said materials. 
However, one of ordinary skill in the art would have determined via routine experimentation, a 
desired material for making the cuffs whether it be for the benefit of ease of removal of the stent 
when the stent is implanted into the body, whether it be for protecting the stent or whether it be 
for providing a smooth transition between the stent and catheter surface . The results of use of 
the known material, in particular, sintered metal material as suggested by Helfrich and the known 
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formation of sintered metal bodies as taught by Scanlon by the routineer in the art, would have 
provided cuffs of sintered metal having a porosity to define a closed pore system. Absent 
destruction or deformation of the stent, the tissue growth factor would not change the outcome of 
success of the cuffs to retain the stent on the balloon catheter support surface. Also, just because 
the prior art does not teach use of cuff materials for absorbance of coating would not make the 
instantly claimed invention more patentable. 

Applicants inject an argument to the disinfection methodology of Helfrich catheter to 
there being no need for such methodology in the stent delivery catheter as in the Jendersee 
device. This argument is irrelevant because the Helfrich methodology is not applicable to the 
claimed invention and has not been applied but more so the Helfrich material has been used to 
establish known materials used to make cuffs/retainers in the medical/catheter art. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura Edwards whose telephone number is (571) 272-1227. The 
examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nadine Norton can be reached on (571) 272-1465. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Laura Edwards/ 
Primary Examiner 
Art Unit 1792 
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